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Claims 1-3, 6-9, 11, 13-34 and 39 are pending in this application which should be 
reviewed for errors. An example of error occurs in claim 23 of applicants' amendment 
wherein the claim is not on a separate line below claim 23. In response to the 
restriction requirement, applicants elected group I, claims 1-34, without traverse. 
Accordingly, claims 35-38 and applicants' non-heterocyclic containing compounds are 
held withdrawn from consideration. Upon the further requirement for the election of a 
single disclosed species, applicants elected the species of compound 108 on page 22 
of the instant application. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-3, 6-9, 1 1 , and 13-34 are rejected under 35 U.S.C. 112, first paragraph, 
as containing subject matter which was not described in the specification in such a way 
as to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

The nature of the invention in the instant case, has claims which embrace a wide 
range of chemically and physically distinct compounds, wherein T, K, V, M, A2, R18, 
R19, n, L and W are a variety of functionally divergent groups, including aliphatic, 
heteroaliphatic, aryl and heteroaryl rings. The scope of applicants' compound claims 
reads on a plethora of aliphatic, heteroaliphatic, aryl and heteroaryl substituents and 
linking moieties. A2 and R1 8 together may be, for example, sulfonyl or 
hydrazinylcarbonyl. K and V together may be, for example, a bond or 
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sulfonylhydrazine. The nature of these substituents is is vague in that it is not clear how 
large the substituent may be, the position of the heteroatoms and point of attachment of 
the heterocyclic moieties, etc. While several specific compounds are disclosed, there is 
insufficient guidance for preparing additional serine protease inhibitors which would be 
effective in the treatment or prevention of hepatitis C as well as any other disease which 
may be associated with serine proteases. 

Testing is provided for only a few of the claimed compounds at pages 76-79 of 
the specification. Examples should be of sufficient scope as to justify the scope of the 
claims. However the generic claims are much broader in scope than is represented by 
testing. Note the broad definitions for T, K, V, M, A2, R18, R19, n, L and W in the 
generic claims. These definitions embrace many structurally divergent groups not 
represented in the testing. Markush claims must be provided with support in the 
disclosure. Markush claims are subject to rejection based upon the lack of supporting 
disclosure when the "working examples" fail to include written description which teach 
how to make and use Markush members embraced thereby in full, clear and exact 
terms. See In re Fouche 169 USPQ 429. The compounds tested are not seen as 
adequately representative of the compounds encompassed by the extensive Markush 
groups instantly claimed for the uses instantly asserted and claimed. 

This area of activity can be expected to be highly structure specific and 
unpredictable as is generally true for chemically based pharmacological activity. In view 
of the structural divergence in the claims, one skilled in the art could not reasonably 
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extrapolate the activities of some of the claimed compounds to the other structurally 
divergent compounds embraced by the claims which have not been tested. 

In view o the breadth of the claims, the unpredictability in this area of activity, and 
the limited amount of guidance and examples in the specification, one skilled in the art 
would have to undergo an undue amount of experimentation to make and/or use the 
claimed compounds. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-3, 6-9, 11, and 13-34 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. Applicants' amendments to the 
claims lists the claims with boxes showing deleted subject matter that covers part of the 
claims themselves. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-3, 6-9, 11, 13-34 and 39 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over the claims of U.S. 
Patent No. 6,608,067. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because they generically overlap. 

No claim is allowed. 

Any inquiry concerning this communication should be directed to Peter G. 
O'Sullivan at telephone number (571 )272-0642. 



/Peter G O'Sullivan/ 

Primary Examiner, Art Unit 1621 



